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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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1 )^ Responsive to communication(s) filed on 28 April 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Clalm(s) 1-3 and 9-54 is/are pending in the application. 
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5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 1-3. 9-15. 17-32. 34-38. 40-49. and 51-54 is/are rejected. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 28 April 2008 has been entered. 

Applicants' response, filed 28 April 2008, has been fiiUy considered. Rejections and/or 
objections not reiterated from previous office actions are hereby withdrawn. The following 
rejections and/or objections are either reiterated or newly applied. They constitute the complete 
set presently being applied to the instant application. 

Claims 1-3, 9-54 are currently pending. Claims 4-8 and 55-64 have been cancelled. 

Claims 16, 33, 39, and 50 are withdrawn from fiirther consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected species, there being no allowable generic or linking 
claim. Applicant timely fraversed the restriction (election) requirement in the reply filed on 27 
November 2006. 

It is noted that the species election requirement as it pertains to claims 3-10 has been 
withdrawn in view of the amendments made to independent claim 1 . The species election 
requirement with respect to the Species B election, as indicated in the Restriction Requirement of 
1 1 July 2006 is hereby withdrawn 

Claims 1-3, 9-15, 17-32, 34-38, 40-49, and 51-54 are examined herein. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1-3, 9-14, 17-24, 26-31, 34-37, 40-49, 51-54 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over den Dunnen (Human Mutation (2000) Vol. 125, pages 7-12; PTO 
Form 1449 reference), in view of Beroud et al. (Human Mutation (2003) Vol. 21, pages 176-181; 
published online February 2003). 

The instant claims are drawn to a method, system and computer medium for documenting 
mutations. 

Den Dunnen teaches a codified nomenclature system for complex mutations (abstract). 
In regard to claims 1 and 29, Den Dunnen teaches receiving mutation information and 
disassembling/assembling it into element, such as insertion etc. . . information (page 7, column 
2). Den Dunnen further teaches mutation type indications at page 7, column 2 (deletions, 
insertions etc.); reference sequence identification at page 8, column 1 (accession numbers); 
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starting points in a reference sequence (page 8, column 1 -start codons); and ending points (page 
9, colunm 1-stop codons). 

The mutation information contains substitution information, as in claim 2 (page 7, 
colunm 2). 

Mutation identification values are indicated, for example by listing mutations by unique 
identifiers (page 8, column 1), as in claim 3. 

Length of insertion is indicated at page 8, column 2 (insertions), as in claim 9. 

Native values and observed values are indicated as in claims 10 and 12 (page 8, columns 
1 and 2). 

Unique identifiers are established for each mutation (page 8, column 2), as in claim 1 1 . 
The genetic information includes nucleotide or amino acids (page 8, column 1) (claims 
13 and 18). 

Standards are user defined (entire article) (claims 14, 30, and 31). 

Particular sequenced genetic information is taught, as in claiml7 (page 8, column 2). 

Reference sequences are provided with particular mutation information and position 
information as in claims 19-23 (page 8, column 2). 

In regard to claim 24, mutation type is taught at page 9, for example (see Table 1). 

In regard to claim 26, the mutation information is for humans (page 11, column 1). 

In regard to claim 27, the information could be for a specific patient, as in a MD patient 
(page 11, column 1). 

Den Dunnen does not specifically teach having a patient identification value or a 
dedicated database with a HUGO standard, as in claims 1, 15, 29, 32, 34-37, 38, 40-49, and 51- 
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54. However, Beroud et al. teach a UMD-p53 database for mutation analysis in which somatic 
and germline mutation information is collected from literature and from submissions to the 
database (page 176, column 2 to page 177, column 1). Information results come from clinical 
studies, thus including patient information (page 177, column 1) and the standard is recognized 
by the Human Genome Organization (HUGO) (page 176, column 1). 

It would have been prima facie obvious to one of ordinary skill in the art at the time of 
the invention to have used the nomenclature rules established by Den Dunnen for mutation 
analysis in the database of Beroud for patient information regarding p53 data. One of ordinary 
skill in the art would have recognized the need for standardization in the field and used the 
international nomenclature system established by Den Dunnen, as is used by Beroud to display 
certain mutation information (page 177, column 2). One would have had a reasonable 
expectation of success to utilize a myriad of mutation information as taught by Den Dunnen, for 
more accurate and comprehensive database coverage. 

Conclusion 

No Claims are allowed. 

It is noted that the amendment to the Specification has been entered. 

The outstanding rejections under 35 USC 101 (non-statutory subject matter) have been 
withdrawn in view of the claim amendments adding "displaying the mutation", as is supported in 
the specification at least at paragraphs [0013], [0014], and [0024]. 



Application/Control Number: 10/679,900 
Art Unit: 1631 



Page 6 



Inquiries 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notices published in the Official Gazette, 1096 OG 
30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 1157 OG 94 (December 28, 
1993) (See 37 CFR § 1.6(d)). The Central Fax Center Number is (571) 273-8300. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Lori A. Clow, Ph.D., whose telephone number is (571) 272-0715. The 
examiner can normally be reached on Monday-Friday from 10 am to 6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran can be reached on (571) 272-0720. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Apphcation Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily fi-om 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you arc having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Intemet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 



June 26, 2008 

/Lori A. Clow, Ph.D./ 

Primary Examiner, Art Unit 163 1 



